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Abbott Laboratories

Attention: Rebecca Welsh

100 Abbott Park Road

D-491, AP6B-1SW

Abbott Park, Illinois 60064-6108

Dear Ms. Welsh:

Please refer to the Written Request, originally issued on March 31, 1999, that you received from the Center for Drug
Evaluation and Research, as well as the amendment issued in July 2002, from the Office of Counter-Terrorism and
Pediatric Drug Development.

BPCA § 18: Minority Children and Pediatric Exclusivity Program

We are amending the “Format of reports to be submitted” section of your Written Request to require submitted reports to
include more specific information on racial and ethnic minorities, in accordance with Section 18, Minority Children and
Pediatric-Exclusivity Program, of the Best Pharmaceuticals for Children Act (BPCA) (Public Law 107-109). All other
terms stated in our original Written Request remain the same.

Format of reports to be submitted:

In addition, the reports are to include information on the representation of pediatric patients of ethnic and racial
minorities. All pediatric patients enrolled in the study(s) must be categorized using one of the following
designations for race: American Indian or Alaska Native, Asian, Black or African American, Native Hawaiian or
Other Pacific Islander or White. For ethnicity one of the following designations must be used: Hispanic/Latino or
Not Hispanic/Latino.

BPCA § 9: Public Dissemination of Medical and Clinical Pharmacology Review Summaries for All Fileable
Supplements Submitted in Response to Written Requests

We note that the July 2002 re-issued Written Request notified you that an application submitted in response to a Written
Request would be subject to the disclosure provisions of the BPCA. This letter also reminds you that in accordance with
Section 9 of the BPCA, Dissemination of Pediatric Information, if a pediatric supplement is submitted in response to a
Written Request and filed by FDA, FDA will make public a summary of the medical and clinical pharmacology reviews of
pediatric studies conducted. This disclosure, which will occur within 180 days of supplement submission, will apply to all
supplements submitted in response to a Written Request issued or re-issued under BPCA and filed by FDA, regardless of
the following circumstances:

(1) the type of response to the Written Request (complete or partial);

(2) the status of the supplement (withdrawn after the supplement has been filed or pending);
(3) the action taken (i.e. approval, approvable, not approvable); or

(4) the exclusivity determination (i.e. granted or denied).
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FDA will post the medical and clinical pharmacology review summaries on the FDA website at
[http://www.fda.gov/cder/pediatric/Summaryreview.htm] and publish in the Federal Register a notification of availability.

If you have any questions regarding this letter or the BPCA, please contact the Division of Pediatric Drug Development at
(301) 594-7337. If you believe that the Written Request should be amended, please contact the review division directly.

Sincerely,
{See appended electronic signature page}

M. Dianne Murphy, M.D.

Director

Office of Counter-terrorism and Pediatric Drug
Development

Center for Drug Evaluation and Research
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